§73.1550

such other impurities may be avoided
by good manufacturing practice:

Fineness, 100 percent shall pass through a
100-mesh sieve.

Loss on ignition at 600-650 °C, not more than
2 percent.

Lead (as Pb), not more than 20 parts per mil-
lion.

Arsenic (as As), not more than 3 parts per
million.

Mercury (as Hg), not more than 1 part per
million.

(c) Uses and restrictions. Mica may be
safely used in amounts consistent with
good manufacturing practice to color
dentifrices and externally applied
drugs, including those for use in the
area of the eye.

(d) Labeling requirements. The label of
the color additive and of any mixture
prepared therefrom intended solely or
in part for coloring purposes shall con-
form to the requirements of §70.25 of
this chapter.

(e) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health, and therefore batches therof
are exempt from the certification re-
quirements of section 721(c) of the act.

[42 FR 38561, July 29, 1977, as amended at 52
FR 29665, Aug. 11, 1987]

§73.1550 Talec.

(a) Identity. (1) The color additive
talc is a finely powdered, native, hy-
drous magnesium silicate sometimes
containing a small proportion of alu-
minum silicate.

(2) Color additive mixtures for drug
use made with talc may contain only
those diluents listed in this subpart as
safe and suitable for use in color addi-
tive mixtures for coloring drugs.

(b) Specifications. Talc shall meet the
specifications for talc in the United
States Pharmacopeia XX (1980) and the
following:

Lead (as Pb), not more than 20 parts per mil-
lion.

Arsenic (as As), not more than 3 parts per
million.

Lead and arsenic shall be determined
in the solution obtained by boiling 10
grams of the talc for 15 minutes in 50
milliliters of 0.5N hydrochloric acid.

(c) Uses and restrictions. Talc may be
safely used in amounts consistent with
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good manufacturing practice to color
drugs generally.

(d) Labeling requirements. The label of
the color additive and of any mixtures
prepared therefrom intended solely or
in part for coloring purposes shall con-
form to the requirements of §70.25 of
this chapter.

(e) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health, and therefore batches there-
of are exempt from the certification re-
quirements of section 721(c) of the act.

[42 FR 15643, Mar. 22, 1977, as amended at 49
FR 10089, Mar. 19, 1984)

§73.1575 Titanium dioxide.

(a) Identity and specifications. (1) The
color additive titanium dioxide shall
conform in identity and specifications
to the requirements of §73.575(a)(1) and
(b).

(2) Color additive mixtures for drug
use made with titanium dioxide may
contain only those diluents that are
suitable and that are listed in this sub-
part as safe in color additive mixtures
for coloring drugs, and the following:
Silicon dioxide, SiO,, and/or aluminum
oxide, Al,O3, as dispersing aids—not
more than 2 percent total.

(b) Uses and restrictions. The color ad-
ditive titanium dioxide may be used for
coloring ingested and externally ap-
plied drugs generally, in amounts con-
sistent with good manufacturing prac-
tice. External application includes use
in the area of the eye.

(c) Labeling. The label of the color ad-
ditive and any mixtures prepared
therefrom and intended solely or in
part for coloring purposes shall con-
form to the requirements of §70.25 of
the chapter.

(d) Exemption from certification. Cer-
tification of this color additive is not
necessary for the protection of the pub-
lic health and therefore batches thereof
are exempt from the certification re-
quirements of section 721(c) of the act.

§73.1645 Aluminum powder.

(a) Identity. (1) The color additive
aluminum powder shall be composed of
finely divided particles of aluminum
prepared from virgin aluminum. It is
free from admixture with other sub-
stances.
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